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The Examiner has issued a restriction requirement under 35 U.S.C. §121 and

requires selection of one of six groups of claims for prosecution in this application:

Group I: Claims 1-19, 21, 22 and 29-46, drawn to method and kit for diagnosis of

TSE by detecting polypeptide;

Group II: Claim 20, drawn to method for diagnosis ofTSE by detecting antibody;

Group III: Claim 20, drawn to therapy using polypeptide;

Group IV: Claims 21 and 22, drawn to therapy using antibody;

Group V: Claims 23-28, drawn to device using antibody; and

Group VI: Claim 47, drawn to normal bovine animals.

The Examiner asserts that the inventions of Group I and II are drawn to two distinct

methods. The Examiner alleges that the invention of Group I is a method for detecting

polypeptides while Invention II is a method for detecting antibodies.

The Examiner alleges that the inventions of Group I and III are drawn to two distinct

methods, namely for the diagnosis of disease or a method of therapy respectively.

The Examiner alleges that inventions of Group I and IV are drawn to two distinct methods

using different reagents. The claims of Group I are allegedly drawn to a method of detecting

disease by detecting polypeptides while claims of Group IV are drawn to a method of therapy for

infected hosts utilizing antibodies.

The claims of Group I and IV are allegedly distinct since it can be shown that the process

as claimed can be performed by another with a materially different apparatus. The Examiner

alleges that the process of Invention I can be performed with a materially different apparatus i.e.

by mass spectrometry.

510186
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It is alleged by the Examiner that the claims of Groups I and VI are drawn to patentably

distinct inventions since Invention I is a method for diagnosis of disease while Invention IV is a

normal bovine animal.

The Inventions of Groups I and IV, Groups II and III and Groups II and III are allegedly

drawn to different methods utilizing different reagents and having different end results.

The Examiner alleges that the inventions of Groups II and V are drawn to different

methods and device. Claims of Invention II are drawn to a method of diagnosis by detecting

antibody while Invention V is a device with bound antibody for detecting polypeptides.

The Examiner alleges that the claims of Groups II and VI are drawn to patentable distinct

inventions wherein Invention II is a method for diagnosis and Invention VI is a normal bovine

animal.

The Examiner alleges that the claims of Groups III and IV are drawn to different methods,

utilizing different reagents and different method steps.

Invention III and V are allegedly drawn to structurally and functionally distinct inventions

wherein claims of Invention III is drawn to polypeptides while claims of invention V is a device

with bound antibody.

The Inventions of Groups III and VI are allegedly patentably distinct inventions. Group III

is allegedly a method of therapy and Group VI is a normal bovine animal.

The Examiner alleges that the claims of Groups IV and V are drawn to different methods

which utilize different reagents and method steps.

The Examiner alleges that the claims of Groups IV and VI are drawn to patentably distinct

inventions. Group IV is a method of therapy and Group VI is a normal bovine animal.

The Examiner alleges that the claims of Groups V and VI are drawn to structurally and

functionally distinct products. Invention V is a device and Invention VI is a normal bovine animal.

510186
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Furthermore, the Examiner alleges that the inventions have separate status in the art due to

their different classification. The Examiner further allege that in instances where the classification

are the same, the non-patent literature searches are not co-extensive, causing the searches to be

burdensome.

Applicants respectfully traverse. There are two criteria for a proper requirement for

restriction between patentabJy distinct inventions: (A) The inventions must be independent (see

MPEP § 802.01, § 806.04 and § 808.01) or distinct as claimed (see MPEP § 806.05 -
§ 806.05(i));

and (B) There must be a serious burden on the Examiner if restriction is required (see MPEP §

808.02, § 806.04(a) - § 806.04(i), § 808.01(a), and § 808.02). The term "independent" (i.e., not

dependent) means that there- is no disclosed relationship between the two or more subjects

disclosed, that is, they are unconnected in design, operation, or effect. (Emphasis supplied, MPEP

§ 802.01). Moreover, MPEP § 803 states that "[i]f the search and examination of an entire

application can be made without serious burden, the Examiner must examine it on the merits, even

though it contains claims to distinct or independent inventions." (Emphasis supplied).

Applicants submit that the inventions of Group I are clearly connected to Groups II

and III. All three groups comprise of a method of diagnosis (Claims 1-19, 20, 21, 22, 29-46)

prognosis or therapy (Claims 20-22) of transmissible spongiform encephalopathy (TSE) or related

conditions by detecting or utilizing a polypeptide differentially contained in the body fluid ofTSE-

infected subjects. The inventions of Group IV and V are clearly connected to the invention of

Groups I, II and III. The steps comprising the method recited in the claims of Group I, II and III

form the basis of the inventions of Group IV and V. Applicants submit that the "assay device for

use in diagnosis" as recited in claims of Group V, encompasses the invention of Groups I to IV.

The claim of Group VI is dependent from claim 43 (Group I). The applicants submit that method

510186
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of diagnosis of claim 43 shares a common goal with the invention of Group VI in establishing the

disease status of a set of subjects on which such testing is performed.

In conclusion, Applicant asserts that the claims of Groups I-VI are connected by a

disclosed relationship and, therefore, should be examined together. Applicants further submit that

the claims are connected by.a single, searchable unifying relationship, and that the Examiner

would not, therefore, be seriously burdened by searching and examining the claims of these groups

in a single application. Accordingly, Applicants request withdrawal of the restriction requirement.

Under 37 C.F.R. §1.143 the applicants are required to reply to the Restriction Requirement

by including an election of the invention to be examined. Applicants elect Group I, consisting of

Claims 1-19, 21, 22 and 29-46 drawn to method and kit for diagnosis ofTSE by detecting

polypeptide, classified in class 436, subclass 501. Applicants submit that the election is made

without prejudice to the prosecution of the subject matter of non-elected claims in divisional,

continuation and continuation-in-part applications.

510186
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Applicants do not believe that any additional fee is required in connection with the

submission of this document. Should any additional fees be required, the Commissioner is hereby

authorized to charge any additional fees to Deposit Account 02-4377. A duplicate copy of this

communication is provided.

Respectfully submitted,

Rochelle K. Seide

Patent Office Reg. No. 32,300

(212)408-2626 direct dial

Attorneyfor Applicants

30 Rockefeller Plaza

44th Floor

New York, New York 10112

212-408-2626
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